-~ medicines
for europe

better access. better health.

€

EBA and Medicines for Europe
signed a memorandum of agreement to
accelerate Ukraine's integration into the
EU pharmaceutical market

At the Ukraine Recovery Conference in
London, the European Business Association
and Medicines for Europe signed a
Memorandum of Agreement to accelerate

Ukraine's integration into the EU
pharmaceutical market.
The Memorandum is aimed at

identifying strategic areas of cooperation
between the parties on opportunities to
increase investment in pharmaceutical
research and production, remove trade
barriers Dbetween Ukraine and the EU
(including through the conclusion of the
ACAA Agreement on Medical Devices and
GMP for medicines) and support the
restoration of  Ukraine's  healthcare
infrastructure.

In June 2022, Ukraine received the
status of a candidate for EU membership.
Since then, the obligations regarding the
healthcare system in general and the
pharmaceutical market in particular have
become more stringent than they were under
the Association Agreement between
Ukraine and the European Union.

The Memorandum, among other things,
covers such areas for further cooperation as
approximation of Ukraine's regulatory

environment to EU standards in the
pharmaceutical sector, promotion of
cooperation  of  national  regulators,

acceleration of Ukraine's integration into EU
safety and quality systems, such as the
European Medicines Verification System
(EMVS, anti-falsification), EudraVigilance
(pharmacovigilance), Eudra-GxP (quality
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EBA Ta Medicines for Europe
nignucaIu MeMOpPaHAYM npo
B32€EMOPO3YMiHHSI 100 NPHCKOPEHHSA
iHTerpauii Ykpainu 1o papmpunxky €C

Ha wmixuapomniii kondepeniii Ukraine
Recovery = Conference y  Jlonmoni
€ppormetickka  bizHec  Acomiamis  Ta
Acomiamis Medicines for Europe mianucanm
MemopaHIyM Mpo B3aEMOPO3YMIHHSI IIIOJIO
NPUCKOPEHHsI  1HTerpaumii  YkKkpaiHu 710
dapmarneBTuanoro puaky €C.

Memopasaym CIIPSIMOBaHU I Ha
BU3HAUYEHHA  CTPATETIYHUX  HamnpsaMiB
CHiBIIpaIli MK CTOPOHAMH 10J10
MOKJIMBOCTEN ISl 301IbIIIEHHS 1HBECTULINA
y  (apmaneBTHUHI  JOCIIUKEHHS  Ta
BUPOOHUIITBO, YCYHCHHSI TOPTOBEIIBHHX
O6ap’epiB Mk Ykpainoro ta €C (B TOMy
guciT B paMkax ykiamaHHs Yrogu ACAA
moa0 MeauyHux BupoOiB Ta GMP mus
JTKapCchKUX  3aco0iB) 1  MIATPUMKHU
BIJTHOBJICHHsSI  1HQPACTPYKTypU OXOPOHU
310pOB'st YKpaiHH.

VY uepBHi 2022 poky YkpaiHa oTpumaia
cTaTyc KaHauaara Ha wieHcTBO B €C.
Bigrogl 3000B’sA3aHb  IIOAO0 CHUCTEMH
OXOpPOHU 310pOB’ st 3arajiom 1
dbapMareBTUYHOTO PHUHKY 30KpeMa CTalo
Ounple, HK Iie OyJI0 B MeXax YToau Ipo
acoIrariro MIXK VYkpainoro Ta
€pornericbkuM COr30M.

MemopaHyMm, cepell I1HIIOTO OXOILUTIOE
TaKi HAIIPSIMKH IS TOAAJTBIIOT CIIBIIPALIi SIK
HAOMKEHHST PETYJISTOPHOTO CEepeOBUIIA
Vkpainm 1o  crapmaptiB €C y
bapmarieBTHUHIN cepi, CHPUSIHHS
CHIBIIpalll  HAallOHAJbHUX  PETYJSTOPIB,
NPUCKOPEHHs  1HTerpaumii  YkpaiHu 70
cucteMm Oesneku Ta sgkocti €C, Takux sK
€Bporneiicbka cucrema Bepudikarii
nikapcbkux 3acobiB (EMVS, Goportnba 3
dbanbcudikaiiero), EudraVigilance
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compliance), integration into other relevant
initiatives in the EU pharmaceutical
industrial policy, and digitalisation of the
industry. Special attention is proposed to be
paid to the development of R&D and support
for the development of clinical trials in
Ukraine.

Thus, the regulation of the
pharmaceutical sector in Ukraine is
gradually moving towards EU standards. In
2022, the Ukrainian parliament approved the
new Law of Ukraine "On Medicinal
Products”, which, among other things, aims
to prevent the circulation of falsified
medicines.

It should be noted that one of the steps
on this way will be the introduction of a 2D-
coded medicinal product verification system
in Ukraine. Falsified medicines are a
problem around the world, posing a serious
risk to human health and safety. The
Ministry  of  Health  supports the
implementation of a reliable and effective
system that will prevent counterfeit drugs to
enter the country's market.

Thus, for 2023, it is planned to sign a
Memorandum of  Agreement and
cooperation between the Ministry of Health
and market operators; finalise and approve a
resolution of the Cabinet of Ministers of
Ukraine that will regulate the verification of
medicines with 2D coding; establish the
National Organisation for the Verification of
Medicinal Products (NOVMP);
communicate with the European
Commission on joining the Eurohub - which
is actually what we are talking about.

"The implementation of the new drug
verification system needs high-quality
organisational preparation on the part of
both the state and business. Therefore, the
joint work continues. This is a very
important instrument in many countries to
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(bapmakoHarmsn), Eudra-GxP
(moTpuMaHHS BUMOT JI0 SIKOCTI), 1IHTETparii
70 IHIIMX aKTyaJlbHUX IHIIATUB y cdepi
dbapMalieBTUYHOT TPOMHUCIOBOI MOJITHKH
€C, mudposizamii ramysi. Okpemy yBary
IIPOIOHY€ETHCS 3BEPYHTH Ha PO3BUTOK R&D
HampsIMKy  Ta  OIATPUMKH  PO3BUTKY
KJIIHIYHUX JOCIIKEHb B Y KpaiHi.

Tak, perymoBaHHi  (apMaleBTUYHOI
ramy3i YKpaiHd MOCTYIIOBO TIEPEXOIUTh Ha
cragaaptTu €C. Y 2022 poui mapiaMeHT
yXBaJIuB HOBUM 3akoH VYkpainu «llpo
JTKapChKl  3aco0m»,  SKUH, 30Kpema,
CIpsMOBaHMM Ha 3amoOiraHHs  00iry
danpcudikoBaHMX JIKIB.

3a3Ha4MMO, 110 OJTHUM 13 KPOKIB HA IIbOMY
NUIAXYy CTaHE BIPOBAHKCHHSI CHCTEMHU
BepudiKarlii JikapchbKux 3aco0iB B YKpaiHi 3
2D-xonyBannsaM. IligpoGieHi  JikapchbKi
3aco0u € mpoOJIeMOI0 B yChOMY CBITI, IO
CTBOPIOE 3HAYHy 3arpo3y 370pOB’I0 Ta
oesneri sonel. MiHICTEPCTBO OXOPOHU

3JI0pOB’ st HiATpUMY€E BIIPOBAPKCHHS
HaJIiHOI Ta €QEeKTUBHOI CHUCTEMH, IO
JI03BOJINTh 3a1o0IirTi HaJIXOJI’KEHHIO
mipoOJIeHUX JIIKIB HA pUHOK KpaiHu.

Tak, mna 2023 pik 3amJIaHOBAHO:
M AITUCAHHS MewmopaHaymy po

B3a€EMOPO3YMIHHS Ta cmiBmpaiio Mixk MO3
Ta cy0’ektaMu pHUHKY; ¢iHami3alia Ta
npuiHATTS noctanoBu KaGinery MiHicTpiB
VkpaiHu, sKa peryjroBaTUME IHUTaHHS
Bepudikaiii Jikapcbkux 3acobiB 3 2D-
KOJyBaHHSIM; CTBOpeHHs HamioHanbHO1
opranizamii ~ Bepudikamii  JIKapChKUX
3acob6iB  (HOBIJI3); KOMyHIKamist 3
€BpPOKOMICIEI0  IIOAO TPHUEIHAHHS  J0
€Bpoxaly — npo 110, BJIacHE, HIEThCs.

«/Ins BHpoBajKEeHHS HOBOI CHCTEMHU
Bepudikamii  JikiB  MOTpiOHA  sKiCHA
opraHizaiiiHa MATOTOBKa SK 3 OOKYy
JepKaBH, Tak 13 00ky Oi3Hecy. Tox crinbHa
pobdora TpuBae. lle nmyxe BaKIUBUU
IHCTpyMEHT y Oaratbox KpaiHax Jyis


https://moz.gov.ua/article/news/v-ukraini-rozpochato-konsultacii-z-biznesom-schodo-vprovadzhennja-sistemi-verifikacii-likiv-z-2d-koduvannjam
https://moz.gov.ua/article/news/v-ukraini-rozpochato-konsultacii-z-biznesom-schodo-vprovadzhennja-sistemi-verifikacii-likiv-z-2d-koduvannjam
https://moz.gov.ua/article/news/v-ukraini-rozpochato-konsultacii-z-biznesom-schodo-vprovadzhennja-sistemi-verifikacii-likiv-z-2d-koduvannjam
https://moz.gov.ua/article/news/v-ukraini-rozpochato-konsultacii-z-biznesom-schodo-vprovadzhennja-sistemi-verifikacii-likiv-z-2d-koduvannjam

= medicines
(C for europe

EBKX

better access. better r“ea th.

guarantee the quality of medicines and
prevent the spread of falsified products,”
said Maria Karchevych, Deputy Minister of
Health for Digital Development, who is
taking a part in the Ukraine Recovery
Conference and was present when the
associations signed the Memorandum.

Implementation of the medicines
verification system in Ukraine is extremely
important for the safety and quality of
medicines for patients, protection of the
interests of all stakeholders. And itis, as they
say, doing our homework as part of our
European integration aspirations.

«Businesses in Ukraine support the
European integration of the industry and
look forward to deepening cooperation with
the Ministry of Health, regulatory authorities
and the European side to implement EU best
practices in this area and remove all bilateral
regulatory barriers. Currently, the priority is
to negotiate and conclude an ACAA
agreement on medical devices and extend it
to mutual recognition of GMP certificates
for medicines. In addition, the key to the
success of the post-war recovery of the
pharmaceutical industry in Ukraine may be
the priority in attracting and developing
innovations in Ukraine, including clinical
trials,» - said Anna Derevyanko, Executive
Director of the European Business
Association, during the signing of the

memorandum.
«Since the onset of the invasion,
generic, biosimilar and value-added

medicines manufacturers have mobilised

rapaHTyBaHHS  SKOCTI  TIpemapaTiB 1
3aro0iraHHs PO3MOBCIOKEHHIO
danscudikaty», — 3a3Hava€e 3aCTyMHULA

MIHICTpa OXOpPOHM 3JI0POB’S 3 TUTaHb
g poBoro po3BUTKy Mapis KapueBuu, sika
came Oepe yuactb B «BinOynoBa Ykpainu/
Ukraine Recovery Conference» Tta Oyia

NPUCYTHS i qac M1 TUCaHHS
MeMopanayMy acoriaiisiMmu.

BnpoBamkenns cucremu  Bepudikarii
JiKapchKUX  3aco0iB B YKpaiHi €
HAJ3BUYAHO BaXJIMBUM [UIsl O€3MeKu Ta
SAKOCTI  JIIKAPCBKUX  TpenapaTiB Uit
MalieHTiB,  3axUCTy  IHTEpeciB  yci

3aIikaBIeHUX CTOpiH. | BHUKOHaHHS, IO

HA3MBA€TbCSA, JOMAIIHBOTO 3aBJAaHHS B
MeXKax HaIlUX €BPOIHTErPALIIMHUX
IparHeHb.

«biznec B Ykpaini miarpumye poOOTy 3
€BPOIHTETpallii Taly3l Ta CIOIIBa€ThCS Ha
[MOTJIUOJIEHHS CIiBIIpaIli 3 MO3,
PETYISATOPHUMU OpraHamu Ta
€BPONENCHKOIO CTOpPOHOIO 1010
BIIPOBA/DKEHHS HaWKpammx npaktuk €C y
i cdepi, yCyHEHHI BCIX JBOCTOPOHHIX
PEryJIsiTOPHUX Oap’epi.. Hapasi
MPIOPUTETHUM MUTAHHSIM € MEPErOBOPH Ta
ykmaganias  ACAA  yroagm gk 11070
MEIMYHUX BUPOOIB, TaK 1 pO3LMIMPEHHS 1i Ha
B3aeMHE BU3HaHHA ceptudikatiB GMP Ha
Jikapcbki 3acobu. KpiMm TOoro, 3amopykoro
YCIIXy MICIISIBOEHHOTO B1JIHOBJICHHSI
dapmarieBTHUHOT Tamy3l YKpaiHH MoOXe
CTaTU MPIOPHUTET y 3aJTy4YCHHI Ta PO3BUTKY
iHHOBaIl B YKpaiHi, B TOMY YHCII II0J0
MPOBEACHHS KIIHIYHUX JOCHITKEHB.» -

3a3Ha4mIa BUKOHABYUU JTUPEKTOP
€ppornericbkoi  biznec Acomianii  AHHa
epeB’siHKO i qac M IIACaHHS
MEMOpPaHIyMy.

«3 TIOYaTKOM BTOPTHEHHS BHUPOOHHKHU
TeHEPUYHUX, OIOCHUMIISIPHUX JKapChKUX
3ac00iB Ta BHMCOKOBAPTICHUX JIKAPCHKHUX
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without hesitation to support the Ukrainian
people. Medicines for Europe Members
have donated over 1200 trucks loaded with
urgently needed medicines to treat patients
in Ukraine, while also engaging in several
initiatives to aid displaced refugees. While
we wish for a swift and just resolution to the
conflict, we are also looking towards the
future. We believe that Ukraine’s destiny
lies with the European Union and we are
ready to play our part in the accession
process, as we had the opportunity to support
several Member States in the previous EU
enlargements. The partnership with the
European Business Association is excellent
and this Memorandum represents an
important step towards an even closer
cooperation aimed at improving health
outcomes in Ukraine, promoting regulatory
convergence and bolstering Ukraine’s
recovery and competitiveness» said Adrian
van den Hoven, Director General of
Medicines for Europe.

3aco0iB 0e3 BaraHb MOOLTI3yBaJIHCS, 1100
HNIATPUMATH YKpaiHCbKUH Hapon. YieHu
acomianii "Jliku qs €8ponu" Haga M TOHA
1200 aBTOMOOLJIIB, 3aBaHTAXKEHUX
TEpPMIHOBO HEOOXITHUMH  JIIKaMH IS
JIKyBaHHS MNall€HTIB B YKpaiHi, a TaKOX
JTOJIYIWJIMCS IO KUIBKOX 1HIIIAaTHB 3
HaJaHHSI JIOTIOMOTH BUMYIIICHUM
nepecesieHIsIM.  baxaruum IMIBHUIKOTO Ta
CIPaBEIJIMBOTO BUPILIEHHS KOH(DIIKTY, MU
TaKOXX TUBHMOCS B MaOyTHE. Mu BipuMO,
10 O Ykpainu IOB's13aHa 3
€ppornericbkum  Coro30M, 1 MH TOTOBI
3irpaTd CBOIO POJb Y TMPOIECi BCTYIY,
OCKIJTBKM MM MaJIM MOYKJIUBICTb i ATPUMATH
KUIbKa JIep)KaB-WICHIB il Yac MOMEPeaHIX
PO3LINPEHB cC. [TapTHEpCTBO 3
€ppornetickkoro  bizHec  Acoriariero €
qyJIOBUM, 1 IIel MeMOopaHIyM € BaXKITMBUM
KPOKOM Ha MNUIAXY [0 Ie OUIbII TiCHOL
CHIBMpaIli, CHPAMOBAaHOI Ha IOKpAaIIECHHS
pe3yNbTaTiB OXOPOHH 370pOB'S B YKpaiHi,
CIPUSIHHSI ~ PETYJSTOPHOMY  30JMKCHHIO,
BITHOBJICHHIO Ta MIBUILIEHHIO
KOHKYPEHTOCITPOMOXKHOCTI ~ YKpaiHu», -
CkazaB  Ajpian BaH JIeH  XOBEH,
reHepaIbHUM qupekTop aocuiamii "Jliku ais
€pponu".



